
i 04/29/2005 07: 23 FAX 
@002/004 

DEPT. OF HEALTH,AND HL 

FOOD AND DRUG ADMINISTRATION 

1. NAME OF COMPANY 
EMC INC D6A THE BOILER ROOM 

2.Awf?EssoFcoMpANygndudezPcode) 
212 Spring Street SW, Cainewige, GA 3WIl 

3. NAME OF RESPONSIBLE PERSON 
Doug Harkmer 

5. CMV-EQF fXtSMISSiON 
Noveinbar 30,2004 

’ LUlWUASER, BeamBumt Amber tj0 

b. PRODUCT FOR WHICH A VARIANCE IS REQUESTED 
-4 LASER DISPLAY DEVICE 
X-A PROJECTOR FOR A LASER LIGHT SHOW 
& A LASER LIGHT Sf-lOW 
-0-R W=ff~) 

C. _ PROJECTORS ARE INTENMD FOR SALE, LU\SE OR LOAN TO 
OTHER LASER LIGHT SHOW PRODUCEiRS 

d. PRODUCT 1s MENDED FOR USE IN A 
_ PLANETARIUM OR OTHER DOME PROJECTtON STRUCTURE 
-THEATER 

XJKXOTHEQUE OR NIGHT CLUB 
_ PAVILION 
= INDOOR ARENA 
_ OUTDOOR ARENA 
_ MUSEUM 
_ OUTDOOR ENCLOSED AREA 
-0-R N”=W 

f. PRODUCT IS INTEI\IDEO TO BEtlSEO AT ANY OMf_cOCATiON 
-& MORE THAN 15 #iA-@ 
_ MORE THAN5 SW NOT MORE THAN t5 DAYS 
~LEssTHAN5DAYs “3; 

0. TOUR IS MTENDEO TO @UN FOR * 
X_ninoRETHA!‘J6MONTl+S 
- l-6 MONTHS 
~LEsSywANiMQNTH _ 
_ OTHER &JM&~ 

.v 

h. PRODUCT UTlLfZES THE FOLLOWING LAS&R EFFECTS 
N PROJlS~TlONS “. 

pact 
-**~ 

LEcTloNs FROM sTATIONAfw MIRROR(S) OR 
R-E&Y SURFACES 

ROTATtNG MIRROR BALL(S) 

TTERING EFFECTS 

RPSS N#:Yvo4 I 632 

8. IF ANY LASER RADIATION IS PULSED OR SCANNED, GIVE THE PULSE DURATKM AND RATE A1QD~ScLMI)J~ FREODEMX AND 
AMPLITUDE 
DC4 KHL, 0400 optkal X-Y scan 

10. REASON FOR REQUESTING VARIANCE 
JI- ~LlAf’JGE W17)1 THE UMTS OF 21 CFR l~.li(G) WOULO RESTRICT 7HE lNlENoED USE OF THE PRODUCT BECAUSE 

COMPLIANCE WOULO LIMIT THE OUTPUT@OWER TO THE t%TEHT THAT THE Dl$SIRED ERECft5 WbUtbNOT BE 
SUFFlCIENTlY VK3Bl.E 

-OTHEROR- ExPLAN4TloN(speciFy) 
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11. MANNER IN WHICH IT IS PROPOSED TO lX3BA’l.E PROM THE REUUlREMfNTS OF THE APPkKABLE sTANOAR 
&IT IS PROPOSED TO IXVfATE FROM THE PfX%%fONs @ 21 fXR $Q40.11 (c) Ikl%U&T Tf4E AC4ZE~IEk.E EMsSfON fEVEL WOULD 

U(CEED Tf-lE ACCfZssfBLE EMlsslON U$lfTS OF Cf&% 1 Ok cu4s?ifl 
_I IT IS PROPOSE0 TO BEVfATE FROM Tf-% PROVfsa OF 21 CFR lfJ40.11 (G) AS FOUOWS: 

12. ADVANTAGES TO BE DEZRfVED Ff%Ofbl SUCH .hEVfAm 
J!JASf5R LffifiT SfiOW$ AND DISPLAYS ARE ACCEPTED PCM’lJLAR MEDIA IN ENTEf?TAfNhtENT AND TfjE ARTS, USE OF POWER 

LEVELS IN EXCESS c)F TfiE LfMfTS IMPOSED BY il CFR fOZO.11 (c) IS NECESSARY TO ACf-ffEVE THE REQWtREf.3 EFFECfS IN Tf-fESE 
MEfm. 

_ OTHER OR ADDfTfONAf. AWANTAGES (&&Mm @#iI erplekzr 

a. -&ALL LASER PROLXKXS, SYSfEMs AND f%OJEcTsRS WILL EfE CERTfFfED TO COMPLY W#Tfi 21 CFf? 104% 10 AND THE CONMTfONS 
ff MIS VARfANCE AND WILL BE REPORTEDAS:REQUtRED sY 24 CFR 1002.~0 AND fD112.12 uSff+G Tf4EsuEPOf%TfNG GUIDES PRO- 
VffXD FOR SUCH PURPOSE. THESE AC-DONS WtLf. BE AC&MP&%fED f’f%fOR TO ANY t- INTO COMMERCE. 

b. &EmECTS NOT Sf’ECIFICAfJ.Y lNfXCATED fN Tf+fSVARfANCE APPfKATfON WILL NOT BE PERFORfMEfS, NO OTHER EFFECTS WM. BE 
ADDED UfUTlL AN AMf%fMENl TO THE VARfAI;ICE HAS BEEN OBTAINED AND THE REQUIRED REWf?@ OR SUPpLEkl&JTs. AS 
APPUCABLE, ftAVE SEEN SUBMfTf’ED. 

c. &SCANNING, PROJECTION. OR REFLECTtOM OF U\sER AND COLf.AfERAl f?ADfATlON &fGf-fT SHOW &WfATlOf@ IMT, AfJDfENcE OR 
OTHER ACCESSISLE UNCOf’4TROLf.,EO AREAS WIU NOT BE PE~fTTED EXCXPT FOR MFFUSE ~EFLfXZTfONs PROfXfCED BY THE 
ATMOSPf+fZRE, ADDED ATMOSPHERIC SCATf&fNG MEDfA, MD TARGET SCREENS. 

d. x. LASER RADfATIOfU f.fZVf%S M EXCfZXi OF THE LlMfTs, OF C&MS i WILL NOT BE PERMTfEQ AT ANY POINT LESS lItAt 3.0 ME-fERS 
ABWE ANY SfJRFACE UpoN WHICH PE&ONS Ql-MER Tf@@ OPERATORS, PERFORMERS, OR E~OYfZES ARE PERMITTED TO 
OR 2.5 METERS BELOW OR IN fATf%Af. SEpARAflON FROMANy PLACE WHERE SUCH PERSONs ARE.f’ERMlI-T’ED TO BE. 

I OPERATORS. PERFORMERS. AND EMPLOYEES WILL NOT BE REQUIRED OR AUOWED TO VffZW RAOfATfOfU Af?OVf? THE LIMITS Of= 
CLASS f OR BE MPQSED TO f?ADtATfON ABOVE Tf+E fJMfl% SPECtFIED IN 21 CFR fMO.tl (c). 

8.X ANY PRODUCT WHfCH RELfES OHsC+NMfNG TO MEET ACCXSS, EXPOSUf?E, OR PROfXXF CLASS LfMfTS WIU INcoRpoRATE A 
SCANNING SAFEGUARD SYSTEM WfifCfi DffUXfIY SENsE$ $CANf’4ER f#OTfON AND’WHfOH W&L REACT FAST ENOUGfi TO 
PRECLUDE EXCEEDtffi THE APPLICABLE LlMfT. 

f. 1(. ALL fASER LIGHT SfKIws SHAU BE WNDiR THE DIRE& AN PERSONAL CObiTf?Of. OF TRAfNED, COMPETENT OPERATOR@)+ Tf-ffZ 
OPERATOR(S) WILL : 

(1) IMMEMATELY TERMff’lATE THE WSSION OF LfGHT SHOW RAfXATfON IN THE NE?4’t OF ANT UNSAFE CONfXTfON; 

(2) 8E f.OCXtED WHERE ALL Bf!AM PATHS CAfU BE MRf%Tf.Y OBSERVED AT Au TIME% AK 

(3) BE AN EMPLOYEE OF ME VARfAfKE HOfmDf% wf+O WIU BE RESPONSIBLE FOR THE TRAfNlNG At’&3 CONDUCT OF OPERATOR 

g...-&.-fHE MAXfhlfJM LASER PROJECTOR Of.fTPfJT f=OWER WKL NOT WCEED TfiE LEVEL f?EQUlREU TO.OBTAIN THE ff4lENDEO EFFECTS. 

h. Is_ THE PROJECTION SYSTEM (I.E., ME PROJECTOR ANDAU OTHER COMPONE~S USED TO PRO- THE LtGH-f-fMj EFf%CTS 
WILL BE SECURELY MOUNIED OR IMMOBfLfZED ?“6 PREVEM’ UNINT&JDED wEh?fNT OR MfsAlfGN% NT. sfxMLMfTs WIU. 
BE PROVfDED As AN INflERENT PART OF THE $YSTEM OfsfGN TO (PREVENT OVEFUfLLiNG o)r S@&EE& BfZAM STOPS, TARGFTS, -.. 

,i. XfASER PROJECTORS WILL NOT BE DELfVERED TO ANY 0-R PAf?TY UNDER AN AGREEMENT OF SALE, LEASE, Of? LOAN UNfc.ESS 
AND UfUTfL TfiE RfXfPlENT fXMONSTRA=f’ES THAT THEY fiA@ A VARIANCE tN EFf=ECT AT THE TUME OF OfZLfVERY THAT PERlwlTs 
THEM TO f’ROfXJCE LASER LtGM Sf-fOWS’tNCORF’Ok4TfNG SUCH PROJECTOR. 

j. & IN ADfXllOfU TO THE fXEQUIREMENTS OF 21 CFR 1040.10 jh), WE MANUFACTtJRER OF CASER PROJE~Of%S/sYSTEMS WILL PROVIDE 
To PARTIES WHO PUFCCHASE, LEASE, OR BORROW THE ~cum&rn, ~DEOUAT~~ f.fsfzRs ffvsmumxms FOR SAFE INSTAWI~~ON 
AND Of’f%ATfON AND WfifCH EXPLAIN THE RE@ONSlBfLlTY OF THE RECIPIENT As AN Ib#3Ef%NOEfUT LIGHT Sf-fOW 
MAfUUFAC77Jf?ER TO QJsMfT THE REQUIRED REPORTS AND AppLY FOR AND OBTAIN A VARfANOE FROM CDRH f=RloR TO 
lNfl?ODWCTfON INTO C%MMfZRCE OF ANY LASER LIGM Sf-fOWS. 

k &THE REQUIREMENTS OF 21 CFR 1002.30 (a)[l) ANO @) WfLL BE ACCOfMPLfSHED THROtJGf4 THE USE OF WRf’flEN PROCEWREF 
FOR SETUP ALIGNMENT, TEsTfNG, Af@D PERFORbW&E OF EACH SHOW. THESE PROCE%lfRES WILL sE IN SUFFlCfENT RETAfL TO 
ENSUfUZ COMPLIANCE WfTTH 21 CFR 1040.~0. THE CONDfTfOFIs OF Tf+fSVARfANGE, AND GOf’4TROiOFACGEsf.Z TO f%Af.%ATfDN 

AREAS USING THE PROCfIfMES DESCRIBED IN THE ANst Zf3f3.1 STANDAf%D FOR THE SAFE U!% OF LM%fis (AMERICAN f’M-fONAL 
ST- ffUSTfTLflf?, 1430 BROADWAY. NEW Ym ~j@ls) OR ANY OTf+fZF? EQUIV~~ t@R @%s&NSfJS SrftfWDARD AND 
AND, WHERE APPLfCABLE, STATE OR LOCAL f?EQUfREMENT@ LASEf? RAMATfow AFiE9k.s Wf4fCf+ CMJ COfQTAfN RADf4TfOfM LfZVELS 
ABOVE THE LIMITS SPEClFtED IN 2i #R l~.ll&$, WjLf. BE Gf&ARLY IDENTfFlEa BY TkjE PosnNG OF WmING SlGNS ANWOR 
~~.ESfCTECT~CCEsS IHfXOLJGH PfiYSfCAL MEANS (SUCH A@ PRESSURE SWfTCjifZ%s. PHOTOC@LS, BARRfE~, GUAf?Ds, ETC.). 

REWNTS APPLY TO TEMf’ORARY AfKM (SfXH As OlJRfNG sETUP AND AUGMENT PROCERlJREs} AND TO FINAL 
Df? Pf?RMANf%T AREAS. -f-f-+E VARfANCE f4OLDfZRWtf,fm RETA$N THE RECGRDs OF THESE PFMXXM1REs At@ TNE RESULTS OF ALL 
Tf%TS AS REQUtRED f3Y 21 CFR fOO2,31, A COPY OFTf4E VAf%AfUCX APPLICAWON, THE At’PROVAf. LETTER, CORRENT PROCf-?fXff%Es 
AND REmDs REfAT8NG TO EACH PARTtCUlM? --WILL BE Wf79f THfZ OPERATOR OR OTHER RE&Ot4SfsLE f?@fVlDUAL AND 
WfLL BE MADE AVAff.ABLE FOR INsPECti BY FRA ANL) OTXER REsPONSlBLE AUTHORfTfEs 

FOiWFaA3147@/87) 
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1. &  ADVANCE WRll lWJ NOT?FlCAT$ON WM. BE k#WEAS EARLi AS POSSfBl iE TO Af-‘PRoPRl&TE FEQERAL, STATE AND LOCAL 
AUTHORtI lES PROMDJNG SHOW ‘TINERAR11 W#Tkl DATES &lb LOCATK3NS CU5ARl-X AND COMPLETELY IDENTtFtED, AND A BAStC 
DESCRtPTlON OF PROPOSED EFFECT% tNCLf,tillNU5 A  STA’#iM&Nf OF THE MkXtbtJhM’OWER ouipt& IMTENDECk SUCti 
NOTIFlCATlONS W&L BE MADE, BUT NOT NEZCESSARILY Uh#FtED To: 

(1) THE CENTER FOR DEVlCES AND RADtOLOf.3GAl HEALTH, OFFICE OF CCMPUAMCE (HFZ-X2J.2088 oktTHE5R ROAD.ROCKVILLE. 
h4R 2CISllO.F’KOVtMNG THE LNITML AND CLUING DATES FOR THE FUrED lNSTALLATt~ ARtD THE~tTtNERARY FOR MOBHE SHOWS 
IN ADUlTtON, UNLESS AU ASPECTS OF EACN SHOW MAVEBEZEN REPOR~D WITHE ACGESSIo1u CLEARLY 
KEFEKENCED, EACH NOTICE WILL lNCLUDE @ETAl~ @ESCRlf’TlOt$S OF EACt4SHOW AND A LtSTtNG OF AU EFFECTS TO BE 
PERFORMED IN SUFFlCtENT WAIL TO C&NFtRM COkiPMAMCEi WlTH THE R&GlKATiONS AND THIS VARlANCE. 

(2) THE FEDERAL AVtATlON ACMtNlSTRATlON (FAA} FOR @ff PROJECTtOt’dS @I$-0 OP&N AtRZ$PACE AT ANY Tth4E (I.E., INCLUDING 
SET-UP, ALIGWNT, REHEzARSALS, P E m m  s, ETC.). tF THE FAA QBJECTS I’@  A?@ j.Ae EFFECTS. THE OBJECTKINS 
WtLL BE RESOLVED AND NY C0NDlTtONS REQLJESTEEI By FAA WILL BE ADWEREO TO. IF Tk&SE CO- cAsNoTl3ErEr. 
THE OSJECTlOMBLE EFFECTS WILL BE DEtETEO FROM THE @4OW. 

(3) STATE AND LOCAL RADIATION CONTROL OF~tCES~AGEM%ES FOR ALL SOWS TO BE PERFURMED WKHIN THEIR JURISOKXIOMS. 
ALL REOlMEhMIYS OF STATE AN0 LCC& L&W WIU~BE SATtSFlER AND ANy QBJEG?#C#& RjktSw 8Y LOCAL AUTHORtTtES 
WILL BE RESOLVED OR THE EFFECTS DUETED. @ @ T ’S OF F&MRAt ANOSTATEOFFKXS ARE AVAILABLE FFQM THE CENTER 
FOR DEVKZS ANO RAOIOLOGlCAL HEALTM UPON REQUESTe) 


